MUHUCTEPCTBO 3IPABOOXPAHEHUN A PECITYBJIMKHU BEJIAPYCbH

01.07.2011 r. r. MuHck

ITOCTAHOBJIEHUE Ne 35

3aMecTuTeNs MUHUCTpa 3ApaBOOXPAHEHUS —
['maBHOrO roCcy1apCTBEHHOTO CaHUTApHOTO Bpaya PecyOnuku benapyce

OO0 yTBepX)JIeHUM perjaMeHTa
paboter Komuccunu 1o
cpencTBam Ae3uH(EKINH

B coorBercTBHM ¢ mnpukazoM MUHHCTEPCTBA 3APaBOOXPAHEHUS
Pecniyonuku benapycs ot 04.04.2011 1. Ne 340 «O HEKOTOpBIX BOMpOCax
rOCYJIapCTBEHHOM  PErucTpalud CpeACTB  Je3UH(EeKIuu», ¢  1eJIblo
obecrieueHus rpdexTuBHONM padoThl KoMuccun mo cpeactBaM JAe3uH(EKIINN
CO3/IaHHOW JIaHHBIM IpUKa3oM (fanee — Komuccun),

I[TOCTAHOBJIAO:

1. VYTBepauth mnpunaraemblii PermamMeHT paccMOTpeHUsi JOKYMEHTOB,
OpeIyCMOTPEHHBIX NYyHKTOM 8 mnpunoxenus 1 k Enunoit  dopme
CBHUJIETENILCTBA O TOCYJApPCTBEHHOM PErMCTpallM, YTBEPKIAECHHOW Pemennem
Komuccun TamoxkenHoro coroza ot 28 mag 2010 r. Ne 299 «O npumenenuu
caHUTapHBIX Mep B TaMoXkeHHOM coro3e» (nanee — Pernamenr).

2. Jupextopy I'Y «PHIIL »snuaemMuonorudi U MHUKPOOUOIOTHUN
UrnateeBy I'.M., npeacenarento Komuccun TutoBy JLIL.:

2.1. obecneunth padbory Kommccum CcTporo B COOTBETCTBHU C
YTBEPKJICHHBIM PernaMeHTomMm;

2.2. Pa3MECTUTh Pernamenr Ha canrax MuHuncTepcTBa
3apaBooxpanenus, ['Y «PHIIL anuaeMuonoruu u MUKpOOHUOTIOTUIY, TOBECTH
110 CBEICHUS 3aMHTEPECOBAHHBIX.

3. KoHTpoJib 32 UCITOTHEHUEM HACTOSIIIETO MOCTAHOBIICHUS BO3JIOKUTH
Ha HaYaJlbHUKA OTJEJIa TUTUEHbl, DSNUAEMUOIOTUM U NOPOPUIAKTUKA
MunuctepcTBa 3apaBooxpanenus Pecyonuku benapycs @enopona O.E.

O.B.ApnayTtosB



YTBEPXXIEHO
ITocranoBiieHue
3amecTtutesst MuHucTpa -
I'maBHOTO rocy1apCTBEHHOIO
CaHUTAPHOTO Bpaya

Pecnyonuku benapych
I mronsa 2011 Ne 35

PEI'TAMEHT
paccMOTpEeHUs JIOKYMEHTOB,
pEeyCMOTPEHHBIX MTyHKTOM

npunoxenuss 1 x Enunoit dopwme
CBUJECTEIBCTBA O TOCYJIapCTBEHHOM
perucTpalum, YTBEPKACHHOM
Pemiennem Komuccunm TamMoxeHHOTO
coroza ot 28 mas 2010 r. Ne 299 «O
MPUMEHEHUHW CaHUTApHBIX Mep B
TaMoxeHHOM CO103€e»

['JIABA 1
OBLIHME ITOJIOKEHUA

1. Hacrossmuit PermameHT omnpeaensieT MNOPSAOK  PaCCMOTPEHHS
JOKYMEHTOB, MPEAYCMOTPEHHBIX MyHKTOM 8 mpuioxkenus 1 k Equnoit dopme
CBUJIETEIBCTBA O TOCYJAPCTBEHHOM pErHUCTpalvy, YTBEpXKIACHHON PelneHuem
Komuccun TamoxenHnoro coro3a ot 28 mast 2010 r. Ne 299 «O npumeHeHuu
CaHUTapHBIX Mep B TaMOKEHHOM COI03€», Ha CPEICTBA JE3MH(PEKIINHU C LEIbIO
rocyapctBeHHouM peructpanuu B Pecnyonmke benapych (manee —
Ne3UH(PEKTOIOoTuYecKas IKCIEepTU3a).

2. Jle3uH(EKTONOTUYECKYI0 DKCIEPTU3Y Ae3UH(DEKIIMOHHBIX CPEACTB
OCYIIECTBIISIET KOMUCCHS 10 PACCMOTPEHHIO JOKYMEHTOB, MPETyCMOTPEHHBIX
nyHktoM 8 mpuioxkenus 1 x  Enunoit  ¢dopme cBuaerenbctBa 0
FOCyJapCTBEHHOW perucrpamnuu, yTBepxkJaeHHou Pemenunem Komuccuun
TamoxxenHoro coro3a ot 28 mast 2010 r. Ne 299 «O npuMeHEHUH CaHUTAPHBIX
Mep B TaMOXEHHOM COIO3€», CO3/JaHHAas B COOTBETCTBHM C IIPUKa30M
MunuctepcTBa 3apaBooxpanenusi Pecnyonuku benapycs ot 04.04.2011 r. Ne
340 «O HEKOTOpBIX BONpOCax TOCYAAPCTBEHHOW pETUCTPAllMM CPEACTB
nesuHdexnumy (nanee — KoMuccus mmo cpeactsam Ae3nHGEKITIN).

3. TpeboBanusa Hactosimero PermameHta pacnpocTpaHsilOTCS Ha
WHCEKTHUIIUAHBIC, POJCHTULIMIHBIE CPEACTBA, CPEACTBA AC3UHPUIUPYIOIINE U
aHaJOTHUYHbIE UM, pacdacoBaHHbIe B (OPMbI WM YMAKOBKU JJISI PO3HUYHOMU
MPOJXKU WM TPEJCTABICHHBIE B BUJE TOTOBBIX NpPENapaToB WU M3JEIUMH,
npeJHa3HAYEHHbIE [  NpUMEHEHHsT B  ObITYy, B  OpraHu3alusx
3IpaBOOXPAaHEHHS] M Ha JAPYTHX OOBEKTax i oOecrieueHUs 0e30IacCHOCTH U
310pOBbs Jrozei (kpoMe nmpuMensieMbix B BerepuHapuu) (koax TH B3I/ TC
3808).



4. Bplmaua CcBHAETENBCTBA O rOCYAApPCTBEHHOU perucTpanuu
NEe3UH(PEKIMOHHBIX CPEJICTB C BHECEHHMEM B EMHBIN peecTp CBUIETENBCTB O
TrOCYJJApCTBEHHOM PETUCTPALMU IMPOU3BOAUTCSA Y TIOJIHOMOYEHHBIM OpPraHOM
MunucrepctBa 3apaBooxpaHeHusi PecmyOnmku benmapych 1o Bblgade
CBUJIETEIILCTB O FOCYAApPCTBEHHOM pEerucTpaiuu (1aiee — YMOJTHOMOYEHHBIN
opran MuHnucrtepcTBa 3apaBooxpanHeHusi PeciyOnuku benapych) Ha ocHOBaHUM
pemenusi Komuccuu no cpeactam Je3uHGEKIUN.

Jleaundekronornyeckass  IKCIepTU3a  JAE3UMH(PEKIHOHHBIX  CPEACTB,
IpPOBEJACHUE  JA0OPATOPHBIX M  NPAKTUYECKUX  HUCHBITAaHUM,  Bblgaya
CBHJIETEIILCTBA O TrocyaapcTBeHHOW peructpaunu J{C ocymecTBiseTcs Ha
IIJIATHOU OCHOBE.

['JIABA 2 5
[HOPAAOK ITPOBEAEHN A JESUHOEKTOJIOI' MYECKOU
OKCIIEPTU3LI AESMHO®EKIIMOHHLIX CPEICTB

5. IOpuanueckue muna PecnyOnuku benapych W HMHAMBUAYalbHbBIE
npeanpuHUMaTe, 3aperucTtpupoBanHeie B PecnyOnuke benapycs, ambo
WHOCTPAHHbIC IOPUIUYECKUE JTUIA WJIM HHOCTPAHHBIE OpTraHU3alllK, CO3/IaHHbIC
B COOTBETCTBUU C 3aKOHOJATEIHCTBOM HMHOCTPAHHBIX TOCYJIApCTB (naiee —
IOpUIUYECKUE JTUIA I WHIUBUIYATbHBIC NPEATPUHUMATENH), HAIPABISAIOT B
Komuccuto no cpenctBam Je3uHGEKIIMU 3agBJICHUE, a TaKKe MaTepualbl U
JOKYMEHTBI, XapaKTepu3yrolue Ae3uH(GEKIIMOHHOE CPEJICTBO, 3asBJISIEMOE Ha
TOCYJIapCTBEHHYIO PETUCTpaluio, B cooTBeTCTBUM C 1. 8 Ilomoxkenus o
nopsigke odopmienuss EnuHoilt (QopMbl JOKyMEHTa, MOJTBEPKIAIOIIETO
0e30macHOCTh MpoayKnuu (ToBapoB) 1. 4 Paznema 20 EnuHBIX caHHTapHO-
AMUAEMHUOJIOTUIECKUX U TUTHEHUYECKUX TPEOOBAHMUI K TOBapaM, MO jIeKaIIUM
CAHUTAPHO-AMUJIEMUOJIOTUYECKOMY HAA30py (KOHTPOJI0), YTBEPKICHHBIX
Pemenuem Komuccuun TamoxkenHoro coro3a ot 28.05.2010 Ne 299,

6. B ciuywae peructpauuu [C auctpuOblOTOpOM, MNPEACTABISIONINM
npousBoautesss JIC, JOMOJHUTENBHO TMPEACTABISIOTCS OPUTHHAIBI WJIU
HOTapUaAJIbHO 3aBEPEHHBIC KOIMUU C MEPEBOJIOM HAa PYCCKUM WM OEIOpyCCKUi
SI3BIK:

- nucbma npousBoautens [C, paspemaromiero perucTpaiuio Ha HMs
nuctpubbioTopa nannoro JIC B Pecriy6nuke benapycs;

- TUCbMa OT O(PUIMATBLHOTO OpraHa cTpaHsl ¢upmel-nipousBoautens JC,
MOATBEPKIAIOIIETO OPUITHATBHBIN (SKCKITIO3UBHBIN) CTaTyC TUCTPUOBIOTOPA;

- 3TUKETOK M MapKUPOBOK JJisi TUCTPUOBIOTOpA B CIIy4ae UX OTJIMYUS OT
TeX, KOTOPBIMU TOJIb3YETCS] TPOU3BOIUTEIb.

7. Komuccuss mno  cpencrBaM  Je3UMH(OEKIUH  PETUCTPUPYET
MpECTABIICHHbIE MAaTepHalibl U JIOKYMEHTH U HAIpaBISIET MX HA3HAYEHHBIM
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yieHam Komuccun st skcnepTusbl. Jlomyckaercs  Takke  IPHUBJICUYECHHE
CHELUATUCTOB B 00J1acTH J1€3MH(EKTOIOTHH, MUKPOOUOJIOTHUH, BUPYCOJIOTHH,
TOKCUKOJIOTHH, SHTOMOJIOTHH.

8. Kommccuss mo cpeactBaMm ne3uMHGEKIMU 00si3aHAa PacCMOTPETH
IIPEACTABICHHBIE MaTepuaibl B TeueHue 30 JHEW C MOMEHTa IOCTYIUICHHUS
JOKYMEHTOB, TIIpH yCJIOBUM TPEACTABICHHS TMOJHOIO W  NPaBUIBHO
O OpPMIIEHHOTO TaKeTa JIOKYMEHTOB.

9. Ha3HaueHHBII OKCIEPT OIEHHWBAET NE€PEYEHb, JOCTOBEPHOCTb,
XPOHOJIOTUYECKYIO aKTyaJIbHOCTb IpeACTaBICHHOM JOKYMEHTAIUH,
METOJMYECKUN YPOBEHb M Kaue€CTBO IPOBEACHHBIX MPEIPErHCTPALUOHHBIX
CaHUTAPHO-TUTMEHUYECKUX, TOKCHKOJIOTMYECKUX, MHKPOOUOJIOTMYECKUX H
JIPYTUX HUCHBITAHUNA, COOTBETCTBUE PEKOMEHAYEMBIX PEXHMOB OOpaOOTKH U
o0JacTH MPUMEHEHHUS! pe3yJibTaTaM HCIbITaHUN. Pe3ynbTaThl UCHBITAaHUN U
oTJa’geHHbIX A((PEKTOB NE3MHPUIMPYIOMHUX CPEICTB MOTYT HUCIOJIb30BATHCS
JUIsl peKOMEHJAi B 00J1aCTH MPUMEHEHUSI CPEACTB C YUETOM ACHCTBYIOIIUX
KPUTEPHUEB.

10. Marepuansl, npennaraeMmele k peructpauuu JC, paccMarpuBaroTCs
Ha 3acenaHun Komuccuum 1o cpeacTBaMm Je€3WH(EKIUMU. 3aciaylIMBAIOTCS
DKCIIEPTHBIE 3aKJIIOUEHHUST Ha HSTH Marepuaibl, MPOBOJUTCA OTKPBITOE
oOcyxaeHue Bornpoca. Pemienrne o BO3MOKHOCTH/HEBO3MOKHOCTH PETUCTPaLlUU
NPUHUMAETCA  KBATU(DUIIUPOBAHHBIM  OONBIIMHCTBOM (He MeHee 2/3
NPUCYTCTBYIONINX ) wieHoB Komuccuu.

11. IlpencraBuTenb HOPUAMYECKOTO JHIA WIA WHIAWBUAYaJbHBIN
OpeAnpuHUMAaTeNlb BIpaBe MPUCYTCTBOBAaTh Ha 3aceqaHuun Komuccun 110
cpelcTBaM JE€3MH(EKUUH BO BpEMsI PAacCMOTPEHUs MPEICTABICHHBIX WM
MaTepUAJIOB.

12. Kommccuss mo cpeactBaM Ae3WH(PEKIUHM TIOCIE PACCMOTPEHHS
IIPENOCTABICHHBIX MAaTEPUAIIOB:

12.1. BbHaeT 3aKIOYEHHE O BO3MOXKHOCTH  TOCYAapCTBEHHOM
peructpanuu JIC;

12.2. cornacoBbIBaeT MHCTPYKLHUIO N0 npuMenennto JC;

12.3. BBIJa€T MOTHMBHUPOBAaHHOE 3aKIIOYEHUE O HEBO3MOXKHOCTHU
peructpanuu J1C;

12.4. BpIHAET MOTHUBUPOBAHHOE 3aKIIOYEHHE O HEBO3MOXXHOCTH
COIJIaCOBaHUs MHCTPYKUIHH 110 TpuMeHeHuro J(C.

13. 3akmrouenne o BO3MOKHOCTH peructpauuu JC u MHCTPYKIHIO MO
npuMmeHenuto JIC yTBepkmaeTr 3aMecTuTeslb MuHucTpa — [J1aBHBIN
roCyJIapCTBEHHBIN CaHUTApHBIN Bpau Pecriyonuku benapycs.

14. 3akmoueHne o HEBO3MOKHOCTH peructpauuu JIC u 3akimodyeHue o
HEBO3MOXKHOCTU  COTJIACOBAaHUS  MHCTPYKUMM 10  npumeHeHuro  JIC
NOJANKCHIBAIOTCA NpeacenareneM Komuccenu 1o cpencrsam Ae3uH(PEKINN.



15. Ecim B MOTHMBUPOBAHHOM 3aAKJIIOYEHUH 0 HEBO3MOXXHOCTHU
peructpauu JIC Kowmwuccueit mno cpencrBaM  Je3MH(EKIMU  BHECEHBI
NPEUIOKEHUST MO HU3MEHEHUI0 PEXUMOB U CHOCOOOB  MPUMEHEHUS,
IOpUIMYECKUE JTMIA WIM WHIUBUIYaIbHBIE MPEANPUHUMATENIN BIPABE BHECTHU
3TH U3MEHEHHS M TNPEACTaBUTh H3MEHEHHbIE MaTepHallbl HAa OYEPEIHOE
3acenanne Komuccuu no cpeactsam Jie3uH(EKIuu.

16. B cimydae npu3zHaHUS NPEICTABICHHBIX IOPUAMYECKUM JIMIIOM WIIU
WHIUBUY ATbHBIM npeIpuHUMaTeIeM MaTepuaioB 71a00paTOPHBIX
uccnenoanuii  JIC  HEJOCTATOUYHBIMU  JUISl  TPUHSITHUS  MOJOXKHUTEIHLHOTO
pemienusi, Komuccuss mno cpeiacTtBam  JIe3MH(PEKIIMU MOXET HA3HAYUTH
MPOBEJICHUE JIOTIOTHUTEIbHBIX JIAOOPATOPHBIX U MPAKTUYECKUX MCIBITAHUN
JC, 3a4BI€HHBIX JI1 TOCYAapCTBEHHOW pETUCTPALINH.

17. JlomonmHutenbHbIE J1a0OpaTOpHBIE U TpakTudeckue ucnbitanus J[C
IPOBOJATCS C 1eJIbl0 ompeneneHuss ux dSPEGEeKTUBHOCTH Ha IPAKTHUKE,
YTOUHEHUS W KOPPEKTHUPOBKH PEXUMOB HX NPUMEHEHUSA, OIEHKH WX
MOTPEOUTEIHLCKUX CBOMCTB, BO3MOXKHOTO oTpurareiabHoro BiusiHus JIC Ha
CaMOYYyBCTBHE U COCTOSTHUE 37I0POBbS UEJIOBEKA.

18. JlaGoparopusie u mpaktudeckue wucnbiTanus JC mpoBomarcs Ha

ocHoBaHuM pemieHuss Komuccun 1o cpeactBaMm  JAe3UH(EKIMUA, KOTOPHIM
OTIpEIENSAI0TCS 0a30BbIE YUPEIKICHUS TI0 MMPOBEACHUIO UCTIBITAHUH, TPpOrpaMMa
UCIIBITAaHUH, CPOKH U X 00beM. VcibiTanus mpoBOSTCS Ha 0ase 1abopaTopwid,
BKJIFOYEHHBIX B EJMHBIN peecTp opraHoB 1Mo cepTU(dUKAIMN U UCTIBITaTEIbHbIX
naboparopuii (ieHTpoB) TamokeHHOTO COor3a.
19. Ot6op npoO JIC BBIMOJNHSETCS AaKKPEAUTOBAaHHBIMU B 3TOM 00JacTu
VCTIBITATEIIbHBIMU 1a00paTOpUAMU (ueHTpamu) Cc 00s13aTeIbHBIM
onpeneneHueM cojaepxkanuss AJIB nesunduuupyrommx cpeacts. Ilocne
MOATBEPAKIEHUSI COOTBETCTBHS cojepkanusi A/[B HOpMaTUBHBIM MOKa3aTeNsIM
oopasupl JIC mepenmaroTcsi B HUCHBITaTeNIbHBIC J1AOOpATOpuu (LIEHTPHI) JIS
OLICHKH CIlelU(PUIECKON aKTUBHOCTH.

20. Pe3ynbrarhl MpOBEIAEHUS MCHBITAHUM OQOPMIISIOTCS MPOTOKOJIOM
UCTIBITAHUN  JIe3MH(EKIMOHHOTO  CPEJICTBA,  3aBEPEHHOr0  IMOJIUCHIO
PYKOBOJUTENSI M CKPEIUICHHOTO TMI€YaThl0 YUYPEKACHHUS, MPOBOJUBIIETO
UCIIBITAHMUSL.

21. JlaboparopHbie (MPaKTUIECKUE) UCTIBITAHMS MMPOBOIITCS 0€3 y4acTHs
IOPUIMYECKOTO  JIIAa WIM  WHIWBUAYAIBHOTO  MNPEANPUHHUMATENS  C
coOmro/ieHneM TpeOoBaHUN OOBEKTUBHOCTH U TIIATEIBHOCTU OQOPMIICHUS
OTYETHOW TOKYMEHTALINH.

22. Pesynbrarhl ucHbITaHuM mnepepatoTcs B Komuccuio mo cpencrBam
ne3uH(EKINN, KOTopas MPOBOJUT UX SKCIEPTU3Y U MPUHUMAET PEIICHUE O
BO3MOXXHOCTH (HEBO3MOXXHOCTH) pekomeHnoBath JIC Kk TrocynapcTBeHHOU
peructpanuu. lIpu HEOOXOAMMOCTH, C YYETOM 3aMEUaHUN U MPEIJIOKEHUU



UCIIBITATEIIEH, Komuccus 0 CpeaCTBam JNEe3UH(PEKIINU JaeT
IOpUIMYECKOMY  JIMIy  WIM  WHAWBUAYAJIbHOMY  IPEIIPUHUMATEIIO
PEKOMEHJANA O BHECEHUM U3MEHEHHUM B TEKCT MHCTPYKIMH MO ITPUMEHEHUIO,
ATUKETKHU U IPYTUX JOKYMEHTOB.

23. OtpunarenbHoe 3akiaoueHre Komuccnn mo cpeacTBaM e3uH(EKInn
C COOTBETCTBYIOIIMMH MOTHUBUPOBKAMH JOBOAUTCSA 10 KOPUAMYECKOrO JIHMIA
VI WHAWBUIYAJIbHOIO NPEANPUHUMATENS B NUCbMEHHOM Buue. I[lo ero
TpeOOBAHUIO BONPOC B 3TOM CIIy4a€ MOKET ObITh BBHIHECEH Ha PACCMOTPEHHE
YnonHoMO4YeHHOTO opraHa MuHHCTEpCTBa 3ApaBoOXpaHeHus: PecmyOiuku
benapycs.

24. OnporectoBaHue pemieHuss 00 otkasze B peructpanuu JIC nomaercs
3asBuTesieM He mno3aHee 30 aHel co naHsA ero npuHaTHsS Komwuccueit mo
cpeacTBaM Ae3uH(pEKIUU B aJpec YTMOITHOMOYEHHOIO0 opraHa MHHHCTEpPCTBA
3npaBooxpaneHus PecryOonuku benapych, a Takke MOXKET ObITh 005KalIOBaHO B
COOTBETCTBHUU C JACUCTBYIOLIUM 3aKOHOAaTeNnbcTBOM PecniyOnuku benapyce.

25. YTBepxaeHHOe 3akiatoueHne Komuccuu no cpencrtsam e3uHbexnuu
C TOPWIOKEHUEM  PACCMOTPEHHBIX  JOKYMEHTOB  IPEACTABIAIOTCS B
YIIOJTHOMOYEHHBIN OpraH Uil MOJYy4YeHUsI CBUAETENBCTBA O TOCYAapCTBEHHOU
peructpanun. Cpok MPOBEACHUS PETUCTPALUK HE JOJDKEH MpeBbiath 30 qHen
C MOMEHTA M0J1a4YU JOKYMEHTOB.

26. Tlocme BHeceHHMs] HEOOXOMUMBIX W3MEHEHUW U HCIpPaBICHUIN
Komuccus o cpenctBam Je3MH(PEKIMU TOBTOPHO pacCMaTpUBaET MaTepUaIb
Y IIPUHAMAET PELIEHUE B COOTBETCTBHHM C 1. 11 Hacrosmero Permamenra.



